Pernauer
Clinic
R. Dale Bernauer, M.D.

4150 Nelson Rd., Bldg. D Suite 7 Phone: 318-474-6960
Lake Charles, LA 70605 o Fax:  318-474-6970
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December 9, 1999

The Food and Drug Administration
Document Management Branch
(HFA-305)

5630 Fishers Lane, Room 106 1
Rockville, MD 20852

Dear Sirs:
Thisisin reference to docket number’ 97N-484S. | am an orthopedic surgeon who uses

quite a bit of bone products. | do not think that bone should be regulated as a medical
device. | think this would make it much harder for surgeons such as myself to obtain bone,

and the patients would suffer. Please reconsider thisidea.

Sincerely,

PH—

R. Dde Bernauer, M.D.
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